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DETAILED ACTION 

Allowable Subject Matter 

The indicated allowability of claims 1-13, 15-36, 38-46, 49-62 and 65-71 is 
withdrawn in view of the newly discovered reference(s) to Combs et al. (US 6512949 
B1 ). Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1. Claims 1-13, 15-36, 38-55, 57-62 and 65-71 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. There is no 
support in the specification for the terms "wetter" or "drier" condition. Furthermore, the 
limitation of "once per day on different days" is also not found in the specification. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 . Claims 27-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. The claims recite the limitation "the pulse of energy". 
There is insufficient antecedent basis for this limitation in the claims. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1 . Claims 1-2,8-11,13,15-18, 24-25, 27-34, 36, 38-41 , 47-55, 57-60 and 70-71 are 
rejected under 35 U.S.C. 102(e) as being anticipated by Combs et al. (US 6,512,949 
B1 ). Combs et al. discloses a system, as seen in figure 1 and 7, to measure intra- 
thoracic impedance, removing noise form the signal by filtering and manipulating the 
data to determine an evaluation of edema, which the examiner considers to be an 
" indication " of a wetter or drier condition (i.e, worsening or improving edema). 

As to claims 2, 25 and 50, "Another preferred way to remove heart and breath 
cycle noise is to synchronize to the measurement so as to measure only at the same 
point in the cycles. This is made possible in pacemakers that already use impedance 
measurements to detect Minute Ventilation (such as can be found in the Kappa 400) 
pacemakers by Medtronic, or the META DDDR by Telectronics/St. Jude Medical, since 
they keep track of the breathing cycle and the heart cycle already. By simply adding a 
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trigger signal generator to signal the measurement circuits at a particular value, and 
then storing the impedance at the time such signal is generated thereby designating it 
the DC impedance value, the required result is accomplished for that cycle. The trigger 
signal should preferably coincide with the nearest upcoming preprogrammed 
measurement time, preferably at 5-15 minute intervals, but anything up to each cycle or 
every hour would be reasonable"(col. 8, lines 7-22). 

As to claims 9, 32 and 52, "Filtering can be implemented in this block as desired. 
Preferably band pass poles of 0.05 Hz to 0.5 Hz can be realized and we prefer a 
switched capacitor bandpass filter" (col. 7, lines 27-29). The examiner considers this 
filter to be a low pass filter. 

As to claims 10-11, 13, 33-34, 36 and 53-55, figure 1 2 disclose the use of a coil 
electrode 124 and a button electrode 129 located on the canister or ICD housing. 

As to claims 15-16, 39 and 58, "In the clinical setting the doctor will use a 
programmer device which is either a hand held unit like the PH unit which is held in 
proximity to the body B or a hand held device associated with a larger "programmer" 
which in common use is similar in power to a personal computer running an Intel 80486 
or Pentium processor" (col. 13, lines 4-9). Therefore, since the system can employ a 
computer, there would necessarily be a colored display. 

As to claims 17, 40 and 59, "Protection circuits are often provided in implanted 
devices such as circuits 31 A and B in order to protect the more sensitive electronics of 
the device from electrosurgical cautery in, or defibrillation of, the patient. "(col. 6, L 9-12). 
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As to claims 18, 41 and 60, "modification of ICD therapies to trigger a 
defibrillation pulse without resorting to precursor therapies prior to defibrillation in the 
presence of high levels of edema may be suitable, since in the presence of edema the 
heart is less likely to be responsive to precursor electrical pulse therapies" (col. 18, lines 
62-67). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 3-7, 12, 19-23, 26, 35, 42-46, 61-62 and 65-66 are rejected under 35 
U.S.C. 1 03(a) as being unpatentable over Combs et al. (US 6,51 2,949 B1 ). Combs et 
al. discloses the claimed invention except for the performance of a cross-check for 
impedance values. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have modified the collection of impedance data to 
include a means for cross-checking impedance data since such a modification would 
provide the predictable results of ensuring the accuracy of the data collected. 

As to claims 3-7 and 26, Combs et al. discloses the claimed invention except for 
the range of the interval after deliver of a pacing pulse. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have modified 
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the interval after the pacing pulse to be within 10 to 30 milliseconds in order to provide 
the predictable results of modifying the treatment to meet specific patient needs. 

Furthermore, it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In reAller, 105 USPQ 233 (see MPEP 2144.05). 

As to claims 12, 35 and 65-66, Combs et al. discloses the claimed invention 
except for the location of the first electrode being disposed in the superios vena cava or 
in the coronary sinus. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to modify the location of the electrodes in order to 
provide the predictable result of modifying the system to meet specific patient needs. 

Furthermore, it has been held that rearranging parts of an invention involves only 
routine skill in the art. In re Japikse, 86 USPQ 70 (see MPEP 2144.04). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALYSSA M. ALTER whose telephone number is 
(571)272-4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 3762 
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Examiner 
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